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Basis of the opinion 
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Certain documents cited 
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Certain observations on the international application 
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I. Basis of the report 

1 . With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 

Description, Pages 

1-6 as originally filed 

Claims, Numbers 

1-7 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of international preliminary examination (under 
Rule 55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. 

□ The statement that the information recorded in computer readable form is identical to the written sequence 
listing has been furnished. 

4. The amendments have resulted in the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. Statement 

Novelty (N) Yes: Claims 1-7 

No: Claims 

Inventive step (IS) Yes: Claims 1-7 

No: Claims 

Industrial applicability (IA) Yes: Claims 1-7 

No: Claims 

2. Citations and explanations 
see separate sheet 
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Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

V.1 Cited documents 

D1: US-A-4503067 

D2: EP-A-01 27099 

D3: WO-A-0200216 

D4: EP-A-09 18055 

V.2 Novelty 

The subject-matter of claims 1-7 is novel with regard to D1-D4 since none of the 
documents mentioned that the starting material 2-(2-methoxyphenoxy)-ethylamine be used 
in its salt form. 

V„3 Inventive step 

According to the description, the problem underlying the application is the provision of a 
further process for the preparation of carvedilol which overcomes disadvantages of the 
prior art processes. 

The processes disclosed in D1 to D3 start from 4-(oxirane-2-ylmethoxy)-9H-carbazole and 
2-(2-methoxyphenoxy)-ethylamine (free base), in D4, the amine derivative is first 
benzylated and then deprotected. The applicant states that both the amine base and its N- 
benzylated derivative have low stability, they are subject to decomposition in contact with 
air and light. 

The present process makes use of the amine in salt form which is more stable than the 
forms of the amine used in D1 to D3 (free base) and D4 (N-benzylated form). 
This measure is not mentioned in any of the cited documents, and it could not be deduced 
from these documents by a person skilled in the art. The subject-matter of the claims on 
file is thus unobvious over the prior art. 

Consequently, the presence of an inventive step is acknowledged for the subject-matter of 
claims 1-7. 
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V.4 Industrial applicability 

The subject-matter of claims 1-7 is considered to be industrially applicable. 
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